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OBIIASI XAPAKTEPUCTHKA JEKAPCTBEHHOTO TIPEAAPATA "

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O ITPEITAPATA

TpanekcamoBast kuciaota, SO Mr/mi1, pacTBOp /Ui BHYTPHBEHHOTO BBEJCHUSI.

2. KAUECTBEHHBIN U KOJNYECTBEHHBIN COCTAB

JelicTBytolllee BEMIECTBO: TPAHEKCAMOBAsI KUCIIOTA.
Kaxxnpiii M1 pactBopa coaepxuT 50 Mr TpaHEKCaMOBOM KHCIIOTHI.
Kaxnas ammysna S M1 cogepkut 250 Mr TpaHeKCaMOBOM KUCJIOTHI.

[Tonublii nepeyeHsb BCIIOMOTaTeIbHbIX BEIIECTB MPUBEIEH B pasaene 6.1.

3. JEKAPCTBEHHAS ®OPMA

PactBOp AJ11 BHYTPUBEHHOI'O BBEICHUS.

HpozpaqHaﬂ, 6CCHBCTHaﬂ HJIN CO CBECTJIO-KOPHUYHEBBIM OTTCHKOM KHIKOCTb.

4. KIMHUYECKUE JAHHBIE
4.1. Iloxka3aHus K NPUMEHEHUIO

[Tpemapat TpanekcamoBast KUCIOTA MTOKA3aH K MPUMEHEHUIO Y B3POCIBIX U JIeTeH oT 1 rosa u crapiie
1Tt PO UITAKTAKY U JICUSHHSI KPOBOTEUCHUH, 00YCITOBICHHBIX T€HEPATH30BaHHBIM MITH JIOKATEHBIM
(buOpUHOIM30M, BKITIOUAS:

e  aHOMAaJIbHbIE MAaTOYHbIE KPOBOTEUEHUS (MEHOPPArkui U METPOPPArkH);
e KEIYyJAOYHO-KUIIEYHbIE KPOBOTEUCHUS;

e  KPOBOTECUEHHs IIOCIE€ XHUPYPrUYECKUX BMELIATEIbCTB HA IIPEICTATEIbHOM JKelle3e W
MOYEBBIBOIALLUX Iy TAX;

. KpPOBOTCUCHUA TIPpHU OINCPATUBHLIX BMCHIATCIILCTBAX B TIIOJOCTH HOCA, pTa U TIJOTKH
(aIeHOUIPKTOMUS, TOH3UIIIKTOMHUS, SIKCTPAKIIHS 3y0a);

e  KpPOBOTCUEHHUS TMIPH TOPAKAIBbHBIX, a0JOMHUHATHHBIX W UWHBIX OOJBIIMX OMNEPATUBHBIX
BMEIIATENbCTBAX (B T. Y. IPU KapAUOXUPYPTUUECKUX OMEPaIUsiX );

e  AKyLIEPCKO-TMHEKOJOTMYECKHE KPOBOTEYEHHUS (B T. Y. KPOBOTEUEHMS IPU T'MHEKOJOTHYECKUX
OIIEPATUBHBIX BMELIATENbCTBAX);

. KPOBOTCYCHUS, BBI3BAHHBIC IPUMCHCHUCM (bI/I6pI/IHO.HI/ITI/I‘IeCKI/IX JICKApCTBCHHBIX CPCACTB.
4.2. Pe:xxum 103MpPOBaHUA U CIIOCOO MPUMEHEeHM I

PexxuM no3upoBaHusa

Bspocnvie

e AHoMmanbHble MamouHble KPOBOMeEYeHUs (MeHOpPASUU U MEMPOPPALULL), HCeTYOOUHO-KUUeUHble
kposomeuenus.: 500 mr 2—3 pa3a B CYyTKA C MOMEHTA Pa3BUTHSI KPOBOTEUYEHHUS 10 €r0 OCTAHOBKH.

. Jleuenue kposomeueHull NOCie Xupypeuyeckux eMeulamenpCcme Ha npeocmamenbHoll dcenese u
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OCTaHOBKH.

o Ilpounakmuxa u neuenue KpogomeueHul npu_onepamueHblx BMeuamenbcmeax 6 noiocmu
Hoca, pma u enomku: 10—15 Mr/kr Maccel Tena Kaxable 6—8 4acoB 0 OCTaHOBKH KPOBOTEUEHHUS.

e Ilpodhunaxmuxa u neyenue KposomeyeHull npu MmopaxKaibHbix, A00OMUHAIbHBIX U UHBLLX DOIbUIUX
onepamusHvlx _emewiamenvcmeax. 15 MI/KT Macchl Tejla Kaxkable 6—8 4acoB 10 OCTAaHOBKH
KPOBOTEUYEHHUSI.

o IIpogunakmuka u 1eyeHue Kpogomeuenuli NpU KapOUOXUpypeUYecKux onepayusx.: Harpy30ouHas
no3a 15 Mr/kr mocie WHAYKIMH aHECTe3WH [0 Hadalla OINEpPaTHMBHOIO BMEIIATEIhCTBA, 3aTEM
BHYTPUBEHHAs MH(QY3US CO CKOPOCThIO 4,5 MI/KI/4ac B T€UEHHE BCEH omepanuu; peKOMEHIyeTCs
BBECTH TPAHEKCAMOBYIO KHCIOTY B 103¢ (0,6 MI/KT B anmapat UCKyCCTBEHHOT'O KPOBOOOPAIIICHHUS.

. Jleuenue  akyuiepcko-2uHeKoI02UYeCKUx  KPOBOmMeYyeHull (67('.71}0’{62}1 KPDOBOMEYECHUA npu
CUHEKOJIo2UYEeCKUX onepamu6Hblx ememameﬂbcmeax): 15 Mr/kr maccel Tena KaXIbIC 6—8 yacoB c
MOMCHTA pa3BUTHA KPOBOTCUCHUA 1O €0 OCTAHOBKH.

o Jleuenue KposomeueHuu, 6bl36AHHLIX NPUMEHEHUEM QUOPUHOIUMUYECKUX NIeKAPCIBEHHbIX
cpedcmes: 10 MI/Kr Macchl Tena Kaxaple 6—8 4acoB C MOMEHTA Pa3BUTHUS KPOBOTEUEHHS JI0 €ro
OCTaHOBKH.

B cmywae HeoOxommmoctu miuTenbHOM (Oomee 48 yacoB) TEeMOCTaTHYECKOH — Tepamuu
pEeKOMEHyeTCsl NPUMEHEHHE TMpenaparoB TPAHEKCAMOBOM KHUCIOTHL B  TaOJeTHPOBAaHHOM
JIEKapCTBEHHOH (opMe.

Oco0ble T'PYIITBI TAITUEHTOB

ﬂuua nooaiCus10c0 so3pacma

V ManueHToB MOXUIOr0 BO3PACTa IIPU OTCYTCTBHH ITOYSYHON HETOCTATOYHOCTH KOPPEKIIHS 1036l HE
Tpebyercs.

Hauueﬂmbz C NOYEeYHOoU HedOCMAamo4HOCHbIO

VY manueHToB ¢ JIETKMM M YMEPEHHBIM HapyIIeHHUEeM BBLACTUTEIbHON (DYHKIMH IMOYEK HEOOX0 1uMa
KOPPEKLMs 03Bl ¥ KPaTHOCTH BBEACHMS Ipenapara TpaHekcaMoBasi KHCIIOTa!

Kounuentpanus . o
Ckopocth Ki1y6oukoBoii | Jlo3a TpaHeKcaMOBOM

Kp€aTuHHHA B (I)I/IJII)TpaI_II/II/I ( CK (D) KHCIIOTHI KpaTHOCTB BBCICHU
CBIBOPOTKE KPOBU
120-249 MxMomb/n 60-89 mi/mun/1,73 m? 15 Mr/kr mMaccsl Tena 2 pa3a B CyTKHU
(1,36—2,82 mr/mn)
250—500 MKMOJTB/IT 30-59 mo/mun/1,73 m? 15 Mr/kr maccel Tena 1 pa3 B cyTkn
(2,83-5,66 mr/mn)

llayuenmul ¢ neuenouHou HeOOCMAMOYHOCMbIO
VY nanueHToB ¢ HapyueHueM QYHKIUH TeYeHN KOPPEKIUS 103bl HEe TpeOyeTcs.
eTu

be3onacHocTh 1 3¢ dhekTHBHOCTE TIpemnapara TpaHekcaMoBasi KUCI0Ta y ACTEel B Bo3pacTe 10 1 roga
Ha I[aHHBIfI MOMCHT HC YCTAaHOBJICHBI. I[aHHbIe OTCYTCTBYIOT.

Jlemu cmapwe 1 200a

Pexomenayemass pno3a mnpenapata TpaHekcamoBass KHUCIOTa IIPU  JICYEHUM KPOBOTEYCHUH,
00YCJIOBJIEHHBIX JIOKAJIbHBIM U F€HEpAIM30BaHHBIM (UOPUHOIN30M, AJIs JeTel B Bo3pacTe 1 roa u
crapiue coctaBisieT 20 MI/KI/CyTKH.
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BHyTpUBEHHO KamenpHO WM CTPYWHO MEIJIEHHO; CKOpocTh BBeaeHus 1 mur/muH (50 Mr/mMun).
Crenyer u3beratb ObICTPOro BHyTPUBEHHOI'O BBEIEHUs!

WHCTpYKIIMK 1O IPUTOTOBJICHUIO JIEKAPCTBEHHOTO Iperapara mnepes NpUMEHEeHHEM CM. B pasfielie

6.6.

4.3. [IporuBOoNOKAa3aHUs

e [ UnepyyBCTBUTENBHOCTh K TPAHEKCAMOBOH KHCIIOTE€ WM K JIOOOMY M3 BCIOMOTATEIBHBIX
BELIECTB, [IEPEUNCIIEHHBIX B pa3zeine 6.1.;

e XpoHMYECKasi TMOYE€YHAs HEJOCTATOYHOCTh TSDKEIOW CTeneHu (CKOpOCTh KITyOOUKOBOM
unsrpanun [CK®] menee 30 Mn/mMun/1,73 M%) B CBA3M € PHCKOM KyMYJISIHHL

e BeHO03HBIN WK apTepUaTbHBIA TPOMOO3 B HACTOSIIIEE BPEMS HIIU B aHaMHe3¢ (TpoMO03 TITyOOKHX
BEH HOT, TPOMOOAMOOIIHS JIETOYHOM apTepuu, TPOMOO3 BHYTPUUEPEIIHBIX COCYJOB H JIp.) TPU
HEBO3MOXXHOCTH OJTHOBPEMEHHOW TEpaNK aHTHKOATYJISTHTAMH,

o  OuOPHUHOIN3 BCIEACTBUE KOATYJIONATUHU OTPEOIeHU (TUIIOKOAryJIALMOHHAs CTaJusl CHHAPOMaA
JMCCEMMHMPOBAHHOTO BHyTpHUcoCyaucToro ceeproiBanus [[IBC-cunapom]);

e (Cynoporu B aHaMHE3€;

e [IpunoOpereHHOE HapylIEHUE [IBETOBOTO 3PEHHUS;

e Cy0bapaxHOUJAIbHOE KPOBOM3IHUSHUE (B CBSI3U C PUCKOM Pa3BUTHsI OTEKa MO3ra, WIIEMUU U
UH(papKTa TOJIOBHOTO MO3Ta).

4.4. OcoOble ykazaHusi U MepPbI NPEAOCTOPOKHOCTH NPH MPUMEHEHHU U

TpaHekCcaMOBYIO KUCIIOTY CIEAYET NPUMEHSATH C OCTOPOKHOCTHIO B CICAYIOIIMX CUTYAIUAX:

. reMaTypusi, BbI3BaHHasl 3a00JI€BaHUSIMU NApEHXUMBbI NIOYEK, U KPOBOTEUCHMsSI U3 BEPXHHUX
OT/IEJIOB MOYEBBIBOJAIINX ITyTeH (PHCK BTOPUYHONH MEXaHUYECKOM OOCTPYKLIMM MOYEBBIBOJISIINX
IyTel CTyCTKOM KPOBH C Pa3BUTHEM aHYpHUH);

. MAalMeHTHl C BBICOKUM PHUCKOM pa3BUTHUS Tpombo3a (TpoMO0IMOOIMYECKHE COOBITHS B
aHaMHe3€¢ WM CEMEHHBIH aHamMHe3 TpomMO003MOOIHUecKuX 3a0o0sieBaHUM, BepU(UIIMPOBAHHBINA
JTMarHo3 TpoMOopuIHHm ),

. JABC-cunapom;

. HaJIM4ue KPOBHM B IIOJIOCTAX, HAllPUMEpP, B IUIEBPAJIBHON IOJIOCTH, IMOJIOCTSX CYyCTaBOB H
MOYEBBIBOIAIINX IYTSIX;

. HaLMEHTBI, MOIyYarolie TEPAN0 AHTUKOAryJITHTaMU (OIIBIT IPUMEHEHUS OTPaHUUEH);

. OJTHOBPEMEHHOE IPUMEHEHHUE npenaparoB (pakropoB cBepThiBanus kposu II, VII, IX u X B

KOMOHMHAIIMH [[TPOTPOMOMHOBOTO KOMIUIEKCA] MM aHTUMHTHOUTOPHOTO KOATYJISTHTHOTO KOMILIIEKCa
(cm. paznen 4.5.);

. NAIMEeHTKY, TPUHUMAIOIINE KOMOMHUPOBAHHBIE TIEPOPATBHBIC KOHTPAIICTITUBBI (B CBSI3U C
MOBBIIIEHHBIM PUCKOM BEHO3HBIX TPOMO0IMOOIMYECKUX OCIIOKHEHUN U apTepruaIbHBIX TPOMOO30B)
(cm. paznen 4.5.);

PaCTBOp TpaHeKcaMOBOI\/'I KHCJIOTBI BBOAUTCA BHYTPUBCHHO OYCHbL MCIJICHHO, TPaHCKCAMOBYIO
KHCJIOTY HCJIb34d BBOJAUTH BHYTPUMBIIICYHO.
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OrnucaHbl ciiydad Cy10por, KOTOPbIE aCCOLMUPOBAIUCH C MPUMEHEHUEM TPAHEKCAMOBOM KHUCIIOTHI.
VY manueHToB, KOTOPBIM MPOBOJMIACH ONEPALNUs a0PTOKOPOHAPHOIO IIYHTHPOBAHUS, CYJOPOTH B
OOJIBIIMHCTBE CIYy4YaeB Pa3BUBAIUCH MPU MPUMEHEHUN TPAHEKCAMOBOW KUCIIOTHI B BBICOKHX JI03aX.
[Ipu nmpumeHeHHH NpemnapaTa B peKOMEHAYEMBIX J03aX 4acTOTa CyIOpOr IOcie ornepanuu Obuia
TaKoOM ke, KaK y MalMeHTOB, HE MOJTYYaBUINX TPAHEKCAMOBYIO KUCIIOTY.

Hapyienune 3peHus

IIpn npUMEHEHUM TPaHEKCAMOBOW KHCIOTHI BO3MOXKHO Pa3BUTHE HAPYLICHWW 3pEHHUs, B T. 4.
HapylIeHHE LBETOBOro BocmpuATHs. llepen HavyanmoM M B IpoLEcCe JUIMTEIBHOTO JICYCHHS
TPaHEKCaMOBON KHCIIOTOH HEOOXOJUMO MPOBEIEHUE OCMOTpa OKYJIUCTa (OCTpOTa 3peHws,
L[BETOBOCIIPUATHE, TJa3Hoe AHO). IIpu BO3HMKHOBEHMHM HApyLIEHWH 3peHHs Ha (OHE JIeUEeHUs
Heo0X0/1MMa OTMEHa Ipernapara.

lemarypus

[IpenmapaTsl TpaHEKCAMOBOI KHCIIOTHI CIEIyeT HMPUMEHSATh C OCTOPOKHOCTBIO MpPU TeMaTypHH,
BBI3BAHHOHW 3a00JICBaHMSAMH MapEHXHUMBI OYEK, OCKOJIBKY B 3THX YCIOBHSAX 4acTO HaOIIOqaeTCs
BHYTPHCOCYJMCTOE OCaXJeHHe (pubdprHa, YTO MOXKET yCYyryOuTh mopaxenue mnouek. Kpome toro, B
CIy4assX MAacCHBHOTO KpPOBOTEUEHHS JIO00W STHONOTMH W3 BEPXHHX MOYEBBIBOMSIIMX ITyTEH,
aHTU(UOPUHOIUTHYECKAs Tepanusl MOBBIIIAET PUCK 0Opa3oBaHUs CTYCTKOB KPOBH B IOYEYHOU
JOXaHKE W/WIM MOYETOYHHKE W, COOTBETCTBEHHO, BTOPHYHOM MEXaHMYECKOM OOCTpYKIUH
MOYEBBIBOJAIINX MYTEH U Pa3BUTHUS aHYPHUU.

TpoM0O0dIMO0IMUECKHE COOBITHS

Onwucanbl cyyau pa3BUTHS BEHO3HBIX U apTEpUATHHBIX TPOMOO30B M TPOMOOIMOOINH Y TTAITUEHTOB,
MOJIy4aBIIUX TpaHEKCaMOBYIO0 KHcIOTy. Kpome Toro, cooOmanoce o ciayyasx OKKIIIO3HU
[EHTPATBHOW apTEePUH CETYATKU M IICHTPATHHON BEHBI CETYATKU U BHYTPHUEPEITHOTO TpoMO03a Ha
(dboHe jedeHHs] TpaHEeKcaMOBOW KucioToi. [losTomMy 1m0 Havanma TpUMEHEHHUS TPaHEKCaMOBOM
KHCIIOTBI ~ CIIAyeT TpPHHITH BO BHHUMAaHHE BO3MOXHBIE (AKTOpbl pUCKA  Pa3BUTHUA
TpoMOOIMOOIMUecknx coObiTui. [lamueHTam, HMMEIOIIUM B aHaMHE3e TPOMOO0IMOOTMYECKHe
3a00JIeBaHuUs, WM MAllMEHTaM C TIOBBIIICHHON YaCTOTOMN ClTydyaeB TPOMOOIMOOINYECKUX COOBITHIA B
ceMeHHOM aHaMHe3e (MaIMeHThI C BBICOKMM PUCKOM TPOMOO(UINHN) TpaHEKCaMOBast KMCJIOTa B BUJIC
pacTBopa JJis1 HHbEKIIHH T0JDKHA Ha3HAYaThCSI TOJIBKO MO CTPOTUM METUITUHCKUAM ITOKA3aHUSIM TIOCTIe
KOHCYJIbTAIlMM CO CIEHUAINCTOM MO remocrasy. llpuMeHenue mpemapaTa y Takux HallMEHTOB
JOJKHO OCYIIECTBIIATHCS MO TIIATEIbHBIM MEIUIUHCKUM HAOIIOICHUEM.

TpaHekcaMOBYIO0 KHCIIOTY CJEIYEeT C OCTOPOXKHOCTBIO MPUMEHATh y MAllMeHTOK, MOJIyYarolluX
nepopalibHbIe KOHTPAIICTITUBBI, BCIICJCTBUE MOBHIINIEHHOTO PUCKA Pa3BUTHS TpoMOO3a (CM. pasien
4.5.).

Menopparuu

[TanpeHTKaM ¢ HEpEerylaspHbIM MEHCTPyalbHbIM KPOBOTEUEHHMEM HE CJEAyeT Ha3HadaThb
TPaHEKCaMOBYIO KHCIJIOTY JI0 YCTaHOBIJICHHs MIPUYHHBI TucMeHopeu. Eciu 00beM MeHCTpyallbHOro
KpOBOTEUYEHHS Ha (OHE JIeUeHUs TPaHEKCaMOBOM KHUCIOTOM CHUXKAETCs HeaJleKBaTHO, He00X0IUMO
paccMOTPETh BO3MOXHOCTb allbTEPHATUBHOTO JICUEHUS.

D¢ dexkTuBHOCTh U 0€30MACHOCTD MPENapaToOB TPAHEKCAMOBOM KHUCIIOTHI IIPH JICYEHUH MEHOpparuu
y HNalMEeHTOK Miajaule 16 JeT He yCTaHOBJIEHBI.

JIBC-cuaapom

[IpumeHeHHe TpaHEKCaMOBOM KUCIOTHI y manueHToB ¢ JIBC-cuHapoM B OOJBIIMHCTBE CIy4acB
IIPOTHBOIOKa3aHO. TpaHekcaMoBasi KUCJIOTa MOXKET ObITh Ha3HAYCHA TAKUM MAI[MEHTaM TOJIBKO B
cllyyae, €CM y TMaldeHTa MMEIOTCS CHUMIITOMBI MpeoOsiafaHns aKTUBAIMK (PUOPUHOIUTHYECKON
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TPAHEKCAaMOBOW KHCJIOTHI B J103¢ 1 T yacTo OBIBa€T JOCTATOYHO JUISl MPEKPAIICHUS KPOBOTCUCHHSI.
Hasznauenne tpanexkcamoBoil kucioTel npu JIBC-cunapoMe T0KHO MPOU3BOIUTHCS TOJIBKO MPHU
HaJIMYHUU COOTBCTCTBYIOIUX JaHHBIX na6opaTopH0ro OGCH@I[OBaHI/I}I " IIOCJIC OLICHKHU 3THUX OAaHHBIX
CHEIHATUCTOM.

B cBs3u ¢ OTCyTCTBMEM aJEKBATHBIX KIMHUYECKUX MCCIEIOBAaHUN, OJHOBPEMEHHOE MPUMEHEHUE
MpernapaToB TPAHEKCAMOBOW KHCIOTBHI C AHTUKOAryJISHTaAMH JIOJDKHO OCYUIECTBIATHCA O]
THIATENFHBIM HAOJIOJCHUEM CIICIHUATNCTA, UMEIOIIETO OMbBIT JICUCHUS] HAPYIICHUN CBEPTHIBAHUS
KpPOBH.

4.5. BzaumogeiictBue ¢ JPYIrHMH JIeKADCTBEHHBIMH IIpenapaTamMM W Jpyrue BH/bI
B3aMMOJAEHCTBUSA

CneuunanbHble  KIMHUYECKUE  UCCIEIOBAHMS, IIOCBAICHHBIE HM3YYEHHIO  B3aUMOJECHCTBUIA
TPaHEKCaMOBOM KUCJIOTHI C APYTUMHU JIEKaPCTBEHHBIMU CPEACTBAMHU, HE TIPOBOIUIIUCE.

TpanekcamoBasi KHCIIOTa MOXET OcCHaOIATh (apMakonorndeckuii d3ppexT GuOpUHOTUTUYECKIX
(TpoMOonuTHUeCKHX) TipenapatoB. OIHOBPEMEHHBI TIPHUEM TPAHEKCAMOBOW  KHCIIOTHI C
AHTHUKOATYJITHTAaMH JOJDKEH MTPOBOIUTHCS MOJI CTPOTMM BpauyeOHBIM KOHTPOJIEM (OIBIT IPUMEHEHHUS
OTpaHUYCH).

KomOuHupoBaHHbIE ~ TEpOpalbHbIE  KOHTPALCNITUBBI  YBEIMYMBAIOT  PUCK  BEHO3HBIX
TPOMOOIMOOIMUECKUX OCJIOXHEHUNW W apTepHATbHBIX TPOMOO30B (B YaCTHOCTH, HIIIEMHYECKOTO
MHCYJbTa M WHGpapkTa MuoKapaa). ONbIT NpUMEHEHHS TPAHEKCAMOBOW KHCIOTHI Y >KCHILUH,
MPUHUMAIOIINX KOMOWHHPOBAHHBIC TIEpOpaIbHBIE KOHTPAIENTHUBBI, OTCYTCTBYET. IlOCKONBKY
TpaHeKcaMoBasg KHCJOTa o00nagaeT aHTUGUOPUHOIUTHYECKHM 3((EKTOM, OJHOBPEMEHHOE
NPUMEHEHHE C KOMOWHUPOBAaHHBIMH TIEPOPATHLHBIMU KOHTPAICTITABAMH MOXXET TPHUBECTH K
JOTIOJTHUTEIHHOMY MOBBIIIEHUIO PUCKA TPOMOOTHYECKUX OCIIOKHEHHM.

OnHOBpeMEHHOE NMPUMEHEHUE TPAHEKCAMOBOHM KHCIOTHI ¢ MpenapaTaMu (akTOPOB CBEPTHIBAHUS
kposu II, VII, IX n X B xoMOuHanmuu [MpoTpOMOMHOBBIM KOMILIEKCOM| MJIM aHTUUHTUOUTOPHBIM
KOaryJITHTHBIM KOMIUIEKCOM MOJKET MOBBILIATh PUCK Pa3BUTHsI TpoMOO3a.

B03M0XHO TOBBIIIIEHHE PUCKAa TPOMOOTHYECKUX OCIOXKHEHUN (B YACTHOCTH, MH(pApKTa MUOKap/a)
Opd  OJHOBPEMEHHOM MPHUMEHEHHHM TPAHEKCAaMOBOW KHCIOTHI C THAPOXJIOPOTHAZUIOM,
J€CMOTIPECCUHOM, aMITMIMUIMHOM*[CyIb0aKTaMOM |, pAHUTUAMHOM U HUTPOTJTULICPUHOM.

[lpn coyeTaHHOM TIPUMEHEHHH C T€MOCTATHYCCKUMHU IIpernapaTaMd BO3MOXKHA aKTHBAIUS
TpoMO00Opa3oBaHMS.

€TH

HccenenoBanus B3aUMOAECUCTBUS IIPOBEACHBI TOJIBKO Y B3POCIIBIX.

4.6. PepTHIBLHOCTD, 0EPEMEHHOCTb U JIAKTALUS

bepemeHHOCTD

B poxnmmHMYECKMX MCCIIEIOBAaHUAX TpaHEKCaMoBas KHCIOTAa HE OKas3blBala TEPaTOTCHHOTO
BO3JCUCTBUS. AJEKBaTHbIE M CTPOTO KOHTPOJUpPYEMble HCCIeA0BaHUS 3S(P(HEKTUBHOCTH U
0€30macHOCTH IPUMEHEHUS TTPEnapaToB TPAHEKCAMOBOM KHUCIOTHl y OEpPEMEHHBIX HE TIPOBOIUIIHCH.
TpanekcaMoBast KMCJIOTa IPOHUKAET Yepe3 MIIACHTY U MOXKET COAEPKATHCS B TyTIOBUHHOM KPOBH B
KOHIICHTpAIlUU, OJTM3KOW K MAaTEePUHCKOM.

[TockonbKy HCCIIEOBAaHUS PENPOAYKTUBHOW (YHKIMHM y >KMBOTHBIX HE BCErJa IO3BOJISIOT
IpPEeACKa3aTh PEaKIUH Y YeJOBEKA, TPAHEKCAMOBYIO KHCJIOTY CIEAyeT NPUMEHSTh BO BpEMs
0epeMEeHHOCTH TOJIBKO B cllyyae KpailHel Heo0X0IMMOCTH.

5
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TpanexkcamoBasi KHMCIOTa NPOHUKAET B TPYJHOE MOJOKO (KOHIEHTpalusl Ipernapara B MOJIOKE
cocraBiasieT okoino 1 % OT KOHLEHTpauuM B IJla3Me KpoBM Martepu). PasBurtue
anTu(uOpuHOIMTHYECKOTO 3¢ ¢dekTa y MiaaeHIla MajoBeposATHO. TemM HE MeHee, CleayeT
cOOJII0AATh OCTOPOXKHOCTD MPH MPUMEHEHUH TPAHEKCAMOBOM KHCIOTHI Y KOPMSAILIUX MaTEpen.

DepTHIbHOCTD

OtcyTrcTByeT MH(OpMaLMs MO BIUSHUIO TPAHEKCAMOBOM KHUCIOTHI Ha (EPTHIBHOCTh MYXYHUH U
KEHIIUH.

4.7. Bausinue Ha CHOCOOHOCTH YNPABJATH TPAHCHOPTHBLIMH CpeACcTBAaMM M PadoTaTh C
MeXaHN3MaMu

CnocoOHOCTh TpaHEKCAMOBOW KHCIIOTHI BIIMATH Ha CKOPOCTh TICUXOMOTOPHBIX pPEaKIMi U Ha
CIIOCOOHOCTH YIPABISATH TPAHCTIOPTHBIMU WJTH APYTUMU MEXaHUYECKHUMHU CPEICTBAMU HE U3y4aiach.
TpaHnekcaMoBasi KHCIIOTa MOJKET BBI3bIBATH TOJIOBOKPY)KCHUE W HApYIICHUS 3pEHUd W,
COOTBETCTBEHHO, MOYKET BIIMATH HA CIIOCOOHOCTH 3aHMMATHCA MOTEHIHAILHO OMACHBIMH BHIAMU
JESATETLHOCTH, TPEOYIOINMHU TOBBIINIEHHON KOHIICHTPAIIUA BHUMAHHS U OBICTPOTHI ICUXOMOTOPHBIX
peaKkuuid.

4.8. HexkennaTe/ibHbIe peakmum

Pe3romMe HexenaTenbHBIX PEAKIINi

HexenatenbHble peakiuu, MpeACTaBIE€HHbIE HIKE, CTPYIIIUPOBAHBI B COOTBETCTBUHU C KJacCaMu
CHCTEM OpPTraHoB MeTUIIMHCKOT0 cioBapst MedDRA. J171s OLIEHKH 4acTOThI pa3BUTHUS HEXKETATEIbHbIX
peakIuii UCTOJIB3YIOT CIIEAYIONMEe KpUTepuu: odeHb yacto (> 1/10), wacto (> 1/100, Ho <1/10),
Hevacto (> 1/1000, o <1/100), pexnko (= 1/10000, o <1/1000), ouens penko (< 1/10000) u gacTora
Heu3BecTHa (Ha OCHOBAHUU MMEIOIUXCS JaHHBIX OLEHUTh HEBO3MOXHO).

Hapywenus co cmoponvl uMMyHHOU cucmembl: OYE€Hb PEJIKO — PEAKIIMK TMIIEPYyBCTBUTEIBHOCTH, B
T. 4. aHAUIAKTUUECKUN IIOK.

Hapywenus co cmoponwvl opeana 3penus: peako — HApyIIEHHs 3pEHHS, B T. Y. HAPYIIEHHUE [IBETOBOTO
BOCTIPHUSTHS, YaCTOTA HEU3BECTHA — TPOMOO3 IIEHTPAJIHLHON apTepUH U BEHBI CETYATKH.

Hapywenusa co cmopomnvl cocyoog: peaxko — TpoMO0IMOOTUYECKHUE OCIOXKHEHUS, BBIPAKECHHOE
CHIDKEHHE apTepHUaIbHOTO JaBJICHUS (OOBIYHO BCIEICTBHE YPE3MEPHO OBICTPOTO BHYTPHUBEHHOTO
BBEJICHUS); OUEHB PEIKO — apTepHaIbHBIE U BEHO3HBIE TPOMOO3BI pa3IMYHON JTOKATU3aI|H; YacTOTa
HEM3BECTHA — OCTPBIA MH(APKT MHOKapAa, TpomOo3 IiepedpalbHBIX apTepuii, TPOMOO3 COHHBIX
apTepuid, WHCYJIBT, TPOMOO3 TIIYOOKHMX BEH HOT, TPOMOO3IMOOMS JIETOYHOW apTepuu, TpomOOo3
MOYEUHOM apTepHH C pa3BUTHEM KOPTHUKAJIHHOTO HEKPO3a M OCTPOIl MOYEYHON HEIOCTaTOYHOCTH,
OKKJTFO3US a0pPTO-KOPOHAPHOTO IIYHTA, TPOMOO3 IEHTPAIIBHOW apTepHX U BEHBI CETYATKH.

Hapywenua co cmopomusi dHceny0ouHo-KUmeyHo20 mpaxkma: 4acTo — TOIIHOTa, pBOTA, aUapest
(CMMIITOMBI IPOXOAAT MIPHU CHIXKCHUH JTO3BI).

Hapywenus co cmoponsi kKodxcu u nOOKOXCHbIX MKaHel: PEIKO — KOKHbIE aJUIepruuecKue peakiuu,
B T. 4. aJUICPTUUYECKUN JEPMATHT.

€TH

YacToTa, BUJ U TSKECTh HEXKEIIATEIBbHBIX PEAKIUN Y JETEH U B3POCIIBIX OJUHAKOBBI.
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COO6I.HGHI/IG 0 MOA03PEBACMBIX HEXKECIATCIbHBIX PCAKIIHNAX

BaxxHo cooOmiate 0 TMOJO3PEBAEMBIX HEKENATEIBHBIX PEAKIUAX TIOCIE PETUCTPALUU
JIEKapCTBEHHOI'0 Tperapara C Ledbl0 O0ecreueHus: HEeMpPepbIBHOIO MOHUTOPHHIA COOTHOIICHUS
«IMoNb3a — PHUCK» JIGKAPCTBEHHOTO TMperapata. MEIUIIMHCKUM pa0OTHUKAM pPEKOMEHIYeTCs
cO00MIaTh O JIOOBIX MMOJA03PEBAEMBIX HEXENIATEIbHBIX PEaKIUAX JEKapCTBEHHOTO IMpernapaTa uepes
HAaIlUOHAJIBHBIC CHCTEMBbI COOGH_IGHI/IH O HCKCJIATCIBbHBIX PCAKNUAX TOCYAApCTB — YICHOB
EBpa3uniickoro 3kOHOMHUYECKOT0 COI03a.

Poccuiickas @edepayus

®denepanpHas cayx0a o Haa30py B chepe 3apaBooxpanenus (PoczapaBraanzop)
Anpec: 109012, Mocksa, CnaBsiHCKas M101ajp, 1. 4, ctp. 1

Tenedon: +7 800 550 99 03

OnexrpoHHas noura: pharm@roszdravnadzor.gov.ru unu npr@roszdravnadzor.gov
Caiit B nH(GOPMAITMOHHO—TEIIEKOMMYHHUKAIIMOHHOM ceTu «MHTepHeT»: www.roszdravnadzor.gov.ru
Pecnybnuxa Apmenus

I'HKO «lleHTp 3KCnIepTU3bI JEKAPCTB U MEAUITUHCKUX TEXHOJIOTUI»

Anpec: 0051, r. EpeBan, np. Komuraca, 49/5

Tenedonsr: (+374 10) 20-05-05, (+374 96) 22-05-05

OnexrpoHHas noura: info@ampra.am, vigilance@pharm.am

Caiit B nHGOPMAIIMOHHO-TEIICKOMMYHUKAIIMOHHOM ceTH «MHTepHeT»: http://www.pharm.am
4.9. Ilepeno3upoBka

CHUMIOTOMBI

I'onoBokpyskeHue, roioBHast 00Jb, TOIIHOTA, PBOTA, AUAPEs, OPTOCTATHUECKUE CUMITOMEI (B T.4.,
TOJIOBOKPY)KEHHE TPH TMEPeXOoAe U3 TOPHU3OHTAIBHOTO B  BEPTHKAIBHOE TOJOXCHHE),
OpTOCTAaTUUCCKAs apTCpUAJIbHAA TMITOTCH3 U, Y mpeaApPacIioIOKCHHBIX MAI[UCHTOB MMOBLIMIACTCA PHUCK
TpOMOO30B.

Jleuenue

AHTHIIOT HeusBecTeH. [Ipu mogo3peHnn Ha epeI03uPOBKY TPAaHEKCAMOBOM KHUCIOTON HeoOXoanuma
rociauraiu3anus. PGKOMGHI[yeTCH MNpueM BHYTPb WKW MNAPCHTCPAJIBHOC BBCACHUC GOHBI_HOFO
KOJMYECTBA JKUJIKOCTH Ul YCUJICHUS MOYEYHOM SKCKpenuu, (popcupoBaHHBINA AUYpe3, KOHTPOJIb
KOJINYECTBA BBII[GJIHGMOI\/'I mouu. B HCKOTOPBIX CIIy4HasiX MOXKCT GBITB OnpaBAaHHBIM IMPUMCHCHUC
aAHTHKOAryJISTHTOB.

5. DPAPMAKOJIOTUYECKUE CBOMCTBA
5.1. ®apmakoguHAMHYECKHE CBOIICTBA

dapMakoTepaneBTUYECKass TPYIIa: TeMOCTaTUYECKUE CPEICTBA; aHTH(PUOPHUHOIUTHUECKUE
CpEICTBa; aMUHOKHCIIOTHI.
Kon ATX: BO2AAO02

MexaHusM aeiicTeus U hapMakoaruHaMudeckue 3O HEKTHI
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TpanekcamoBast KHCIOTAa  SBISIETCS  KOHKYPEHTHBIM (HIDI/I BLI()%KI/I)IQ KngHeHT‘bIIIII/ISIX =

COOTBETCTBYET ZKCNEPTHOMY OTUETY

HEKOHKYPEHTHBIM) MHTMOMTOPOM aKTHBAaUUH MpOoGUOPUHOIM3MHA (IJIa3MHUHOT€HA) U €ro
npeBpanieHus B GUOPHUHOIN3HUH (TIa3MHH).

TpanekcamoBasi kuciaora 00JalaeT MECTHBIM M CHCTEMHBIM T'€MOCTATHYECKHM JIEHCTBUEM TIpHU
KpOBOTEUEHHSIX, CBA3AHHBIX C MOBBIIIEHUEM (GuOpUHOIN3a. 3a CcueT MOJaBJICHHS OO0pa30BaHUS
KUHUHOB U JAPYIMX aKTHUBHBIX MENTHUJIOB, YYaCTBYIOIIMX B aJUIEPTUYECKUX W BOCHAIUTEIBHBIX
peakuusx, TpaHeKcamoBas  KucioTa  oOJajaeT  TakkKe  [POTUBOBOCHAIUTENBHBIM U
IIPOTUBOAIJIEPTUYECKUM JIEHCTBUEM.

TpanekcamoBasi KHCJIOTa B KOHIIEHTPAIMK | MI/MIT HE BIMSET HA arperanuio TpoMOOIUTOB in Vitro,
B KOHIIeHTpanuu 70 10 Mr/Mi KpoBU He BIMSET HAa KOJMYECTBO TPOMOOIIMTOB, BPEMs CBEPTHIBAHUS
KPOBH W pPa3JIMYHbIC (DAKTOPHI CBEPTHIBAHHUS KPOBU B IENIHOW KPOBH WJIM LUTPATHOW KPOBU
3JI0pPOBOTO YeloBeKa. B To ke Bpemsi, TpaHEeKCcaMOBas KUCIOTa KaK B KOHIIEHTpAlUu | Mr/mi, Tak u
10 Mr/M7 KpoBH yIJTUHSET TPOMOMHOBOE BPEMHI.

B okcmepuMeHTe MOATBEpXKACHA COOCTBEHHAs aHAJIbIeTUYECKass aKTUBHOCTh TPaHEKCAMOBOM
KHCIIOTBI, a TaKyK€ CBEPXCYMMAapHBIM MOTEHIUPYIOUMI >P¢GEKT B OTHOIIEHUH aHaJIbI'€TUYECKOU
aKTUBHOCTH OMNUAaToB. J[aHHBIE JOKIMHUYECKUX MCCICIOBAHUN CBUJIETEIBCTBYIOT O HAJIUYUU Yy
TpPaHEKCaMOBOMW KHUCIIOThI AHTUKAHIIEPOTEHHBIX M AHTUAHTMOT€HHBIX CBOMCTB.

5.2. apmakoKnHeTHYECKHE CBOIICTBA

Pacopenenenune

Pacmipenensiercst B TKaHSX OTHOCUTEIHHO PABHOMEPHO (MCKIIOYCHHE — CTHHHOMO3TOBAs KUAKOCTD,
rjae KoHmeHTpamusi coctaBisieT 1/10 ot mmasmenHoit). [IpoHukaer uepe3 IUIalleHTapHBIA |
reMaTosHIepanTuuecKuil 6apbepbl, B IpyAHOE MOJOKO (0K0JO 1% OT KOHIEHTpaluu B IUIa3Me
Marepu). OOHapYKHUBAETCS B CEMEHHOM JKHJIKOCTH, T]Ie CHIKAeT (GUOPUHOIUTHYECKYIO aKTUBHOCT,
HO HE BJIMSET HAa MHUTPAIMIO CIIEpMATO30UI0B. TpaHekcamMoBas KuciaoTa ObIcTpo nudPyHaupyeT B
CYCTaBHYIO KUIKOCTb M Yepe3 CHHOBHAJIbHBIE 000JI0YKH; B CYCTaBHOM KUAKOCTH OOHAPYKHUBAETCS
B TOMH kK€ KOHIIGHTPAIIMH, YTO U B Tu1a3Me KpoBH. [lepro/ momyBeIBeIEHUS U3 CYCTaBHOM JKUKOCTH
COCTABJISIET OKOJIO 3 4.

HauanbHelil 06bem pacnipenenenus — 9—12 1.

Cesi3b ¢ Oenkamu mia3Mbl — 0KOJIO 3% (32 cueT CBSI3BIBAHUS C TUTA3MUHOTCHOM). TpaHekcamoBas
KHCIIOTa HE CBSI3bIBaeTCs C allbOyMUHOM. AHTU(GUOPUHOIUTHYECKAsT KOHIICHTPAUS B Pa3IUYHbBIX
TKaHsX coxpansercs 17 4., B uiazme — 1o 7-8 .

Buorpancdopmariis

Mertabonusupyercss B HE3HAYUTEIbHOM cTeneHH. MneHTuUUUpoBaHBI JBa MeETa0OIUTA
TPaHEKCaMOBOM KHUCIOTHI: N-alleTHIIMPOBAaHHOE U Ie3aMUHIPOBAHHOE MTPOM3BOAHbIC. [Iomans nox
KpuBOH «xoHUeHTpanus-Bpems» (AUC) umeer Tpexdasnyro ¢popMy ¢ IEpruoIOM MOJTyBBIBEACHUS B
TepMUHAIBHOH (aze — 3 u. OOmuii moYeuHpIi KIMpEeHC paBeH miazMeHHomy (110116 mur/mun).

ONUMUHALIMSA

BriBoauTcs moukamu (OCHOBHOM MyTh — KiIyOoukoBas ¢uibTpanus), 6oiaee 95% B HeM3MEHEHHOM
BUJIe B TeueHue nepBbix 12 4. [locne BHyTpUBEHHOTO BBeAeHUs B 103 10 Mr/kr B TeueHue 24
MyTeM KIIyOOUKOBOW (DUIIbTpallMU BRIBOJUTCS O0KOJIO 90% TpaHeKkcaMOBOM KUCIIOTHI.

TloyeyHas HENOCTATOYHOCTD

Y nanueHTOB C HapylleHHeM (YHKIHMM TI0Y€K OTMEYaeTcsl TIOBBIIIEHHE KOHIIEHTpAlUU
TPaHEKCaMOBOM KUCJIOTHI B IJIa3M€ KPOBH M CYIIECTBYET PUCK KyMYJISILIUU IIpenapara
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Jlarnbie 00 ombITe (hapMaKOKUHETHUYECKUX UCCIICJOBAHUNA B TIEIUATPUUECKUX BO3PACTHBIX IPyIIIax
OTCYTCTBYIOT.

6. PAPMAIIEBTUYECKHUE CBOMCTBA

6.1. [lepeuenb BcnoMorareJibHbIX BellleCTB

Boga ni1st uHBEKIIUH.

6.2. HecoBmecTUMOCTH

PactBOop  TpaHekcamMOBOW  KHUCJIOTHl  (hapMaleBTHUECKH  HECOBMECTHM C  YPOKHMHA30M,
HOpAMUHE(DPUHOM, IUIMPUAAMOJIOM, [Oua3enaMoM. PacTBop TpaHEKCaMOBOW KHCIOTHI HEIb3s
CMELIMBATh C PACTBOPAMU aHTHOMOTUKOB (IEHULIMJUTUHBI, TETPALUKIMHBI) U IIpernapaTaMu KpoBH.

JlaHHBII JIEKapCTBEHHBIH TNpemapaT He CIeIyeT CMEIINBaTh C APYTHMMH JICKapCTBEHHBIMH
IpenapaTamu, 3a UCKJIIOUEHUEM YIIOMSIHYTHIX B pazzeine 6.6.

6.3. Cpok rogHocTH (CPOK XpaHeHHs )

3 rona.

6.4. OcoOble Mepbl MPEIOCTOPOKHOCTH NPU XPaHEHUU
ITpu Temneparype He Bbie 25 °C.

6.5. XapakTep u coaepkaHue YNaKOBKH

ITo 5 M mpenapara MOMEIIAIOT B aMITyJIbl OECLIBETHOTO CTEKJIAa 1-r0 THAPOIUTUYECKOTO Kiacca ¢
KOJIBLIOM WJIM TOYKOH U3JI0Ma.

ITo 5 ammysn momemaroT B KOHTYPHYIO SSYEMKOBYIO yIakoBKy U3 miieHku [1BX nnu u3 miienku [IDTO.
[To 1 nnu 2 KOHTYpHOU TYEHKOBOM YITAKOBKE BMECTE C JINCTKOM-BKJIABIIIEM TOMENIAIOT B MAYKY U3

KapToHa JUI1 NOTPEOUTEIHCKON Taphl.

6.6. OcoOble Mepbl MPEIOCTOPOKHOCTH MPH YTUIM3ANMU MCIOJIb30BAHHOIO JEKAPCTBEHHOI0
npenapara WJjiM OTXO0JA0B, MOJYYEHHBIX MOCJe NMPUMEHEHUs] JEeKAPCTBEHHOr0 mpemnapara, u
Apyrue MaHMIYJSIIMHU € penapaToM

WHCTPpYKIIMM 110 NPUTOTOBICHHUIO JEKAPCTBEHHOI0 IIpenaparTa nepea NpuMeHEHHUEM

PacTBOp TpaHekcaMOBOW KHCIOTHI COBMECTHUM C OOJBIIMHCTBOM HMH(Y3UOHHBIX pacTBOpoB (0,9%
pacTBOp HaTpuUs XJ0puaa, pactBop Punrepa, 5% pacTBop JeKCTPO3bI, IEKCTPAHDI).

PacTBOp TpaHekcamMOBOIl KUCIOTHI COBMECTHM C He(hPaKIIMOHUPOBAHHBIM T'€ITapUHOM.

YTuauzanus

Het ocoObIx TpeOoBaHMl K yTHIM3AIUH.

7. AEPKATEJIb PETUCTPAHIMOHHOI'O YOCTOBEPEHMUSA

Poccuiickas @enepanust
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143026, MockoBckas 06nactp, T. 0. OnMuHIOBCKUH, p. . HoBonBaHOBCKOE, Y. ATPOXUMHUKOB, CTP.
2A, xoM. 2.

Ten.: +7 (499) 145-59-99

DnekTpoHHas moyra: inbox@b-pharm.ru
7.1. IIpeacTaBUTEb AePKATE/IsI PETHCTPALMOHHOIO YI0CTOBEPEHHUS

IIperen3uu nmorpedbuTeeil HAIPaBISITh 110 aIPECY:

Poccuiickas ®@edepayus, Pecnybiuxa Apmenus
000 «b-PAPM»

KOpunnuaeckwnii agpec: 143026, MockoBckas 061actb, T. 0. OQUHIIOBCKHA, p. . HoBoMBaHOBCKOE,
yi1. ATpOXUMHKOB, CTp. 2A, KOM. 2.

[TouroBsrii aapec: 121309, r. Mocksa, a/s 15.
Ten.: +7 (499) 145-59-99, ren. I'opsiueit muann: +7 (926) 601-20-45.

DnexTpoHHas mouTa: inbox@b-pharm.ru

8. HOMEP (HOMEPA) PETUCTPAIMOHHOI'O YAOCTOBEPEHUA

9. KATEI'OPUSA OTITYCKA JIEKAPCTBEHHOTI O ITPEITAPATA
JlexapcTBeHHBIH MpenapaT OTHOCUTCS K KATErOPHH OTIYCKa 10 PEeLenTy.
OO01as xapakTepuCTUKa JIEKapCTBEHHOTO Mpemnapara TpaHekcamoBasi KMCIOTa JAOCTYIIHA B €MHOM
peecTpe 3aperucTpUPOBAHHBIX JIEKAPCTBEHHBIX cpeACTB EBpa3suiickoro 3KOHOMHUYECKOTO COI03a U Ha

ouIaILHOM caire YIIOJTHOMOYEHHOTO opraHa (3KCTIepTHOM OpTaHU3AIIHH )
https://eec.eaeunion.org/.
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